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OFFICE ACTION SUMMARY 



O^'^^ponsive to communication (s) filed on 

□ This action is RNAU 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is closed in 
accordance with the practice under Ex parte Quayle, 1935 D.C. 11 ; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire _ 3 _ month (s), or thirty days, 

whichever is longer, from the mailing date of this communication. Failure to respond within the period for response will cause 
the application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 37 CFR 
1.136(a). 



Claim(s) _ 



Disposition of Claims 

Of the above, claim(s) 

□ Ciaim(s) « ^ 

a Claimfs^ ^1. ^ V ■ ^3 </ C'^A 

^ Claimfs) "3/ -3"? ' 

□ aaim(s) 



is/are pending in the application. 

_is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 



_is/are objected to. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review. PTO-948, 



_are subject to restriction or election requirement. 



D The drawing(s) filed on _ 

□ The proposed drawing correction, filed on 

Q The specification is objected to by the Examiner. 

\^ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

□ All □ Some* Q None of the CERTIFIED copies of the priority documents have been 
n received. 

n received in Application No. (Series Code/Serial Number) 

Q received in this national stage application from the International Bureau (POT Rule 1 7.2(a)). 

•Certified copies not received: 



_is/are objected to by the Examiner. 
is □ approved □ disapproved. 



□ Adtnowledgment is made of a daim for domestic priority under 35 U.S.C. § 119(e). 
Attachment(8} 

Hf Notice of Reference Cited. PTO-892 

□ Information Disclosure Statement(s). PTO-1 449, Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draflperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-1 52 



-SEE OFFICE ACTION ON THE FOLLOWING PAGES- 
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2. 



DETAILED ACTION 

Applicant's amendment, filed March 11, 1999 (Paper No. 10), is acknowledged. 
Claims 29, 39-43, and 45-50 have been amended. 
Claim 51-56 has been added. 
Claims 30 and 44 have been canceled. 
Claims 29, 3 1-43, and 45-56 are pending. 

Previous Rejections 
Priority 

Applicant's claim for domestic priority under 35 U.S.C. 1 19(e) is acknowledged. 
However, the parent application upon which priority is claimed fails to provide adequate support 
under 35 U.S.C. 1 12 for some claims of this appUcation. 

This application is a Divisional application of Application No. 08/623,679 filed April 16, 
1996, which is a CIP of Application No. 08/412,431 (US Pat No: 5,412,431) filed March 29, 
1995, and names the same inventor as the prior applications. The invention is drawn to a series 
of polypeptides encoded by polynucleotide sequences. Claims drawn to the polynucleotide 
sequence defined by SEQ ID N0:2 and the polypeptide sequence defined by SEQ ID N0:3 are 
enabled by Application 08/412,431 andhaveapriority date of March 29, 1995. As pointed out 
in the previous action and reiterated here, claims drawn to the specific sequences not included by 
SEQ ID N0:2 or 3 are not supported by other sequences are not enabled by the prior 
applications, and therefore have the April 16, 1996 priority date of Application 08/623,679. 

Applicant has failed to provide evidence that the specific other claimed sequences m the 
application are supported in either prior application 08/623,679 or 08/412,43 1 . Therefore, the 
claims 31,37, 40, and 45 have the March 29, 1995, priority date, and claims 29, 30, 32-36, 38, 
39 41-44 and 46-50 have the April 16, 1996, priority date. 

3. ' B^sed on Applicant's amendments of March 11, 1999 (Paper No. 10), the rejections under 
35 U.S.C. 1 12, second paragraph, and 35 U.S.C. 1 12 first paragraph are withdrawn. 
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4. The rejections under 35 U.S.C. 103 are withdrawn. 

New Grounds for Rejection 
Deposit 

5. Claims 29, 34-36, and 54-56 are rejected under 35 U.S.C. § 1 12, first paragraph, as 
failing to provide an adequate written description of the invention and failing to provide an 
enabling disclosure without complete evidence either that the claimed biological materials are 
known and readily available to the public or complete evidence of the deposit of the biological 
materials. 

The specification lacks complete deposit information for the deposit of the cDNA of the 
clone contained in ATCC Accession Nos. 97880 and 97881, and in NRRL Deposit NO. B- 
21416. It is not clear that clones possessing the identical properties of ATCC Accession Nos. 
97880 and 97881, and NRRL Deposit NO. B-21416 are known and publicly available or can be 
reproducibly isolated firom nature without undue experimentation. 

Because one of ordinary skill in the art could not be assured of the ability to practice the 
invention as claimed in the absence of the availability of the claimed cDNA, a suitable deposit of 
the cDNA for patent purposes, evidence of public availability of the claimed cDNA, or evidence 
of the reproducibility without undue experimentation of the claimed cDNA, is required. 

Applicant's referral to the deposit of the cDNA as B-21416 on page 129 of the 
specification is an insufficient assurance that all required deposits have been made and all the 
conditions of 37 CFR 1.801-1.809 met. 

If the deposits are made under the provisions of the Budapest Treaty, filing of an affidavit 
or declaration by applicant or assignees or a statement by an attorney of record who has authority 
and control over the conditions of deposit over his or her signature and registration number 
stating that the deposits have been accepted by an International Depository Authority under the 
provisions of the Budapest Treaty, that all restrictions upon public access to the deposits will be 
irrevocably removed upon the grant of a patent on this application and that the deposits will be 
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replaced if viable samples cannot be dispensed by the depository is required. This requirement is 
necessary when deposits are made under the provisions of the Budapest Treaty as the Treaty 
leaves this specific matter to the discretion of each State. 

If the deposits are not made under the provisions of the Budapest Treaty, then in order to 
certify that the deposits comply with the criteria set forth in 37 CFR 1 .801-1 .809 regarding 
availability and permanency of deposits, assurance of compliance is required. Such assurance 
may be in the form of an affidavit or declaration by applicants or assignees or in the form of a 
statement by an attorney of record who has the authority and control over the conditions of 
deposit over his or her signature and registration number averring: 

(a) during the pendency of this application, access to the deposits will be afforded to the 

Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited biological material 
will be irrevocably removed upon the granting of a patent on this application; 

© the deposits will be maintained in a public depository for a period of at least thirty 
years from the date of deposit or for the enforceable life of the patent of or for a period of five 
years after the date of the most recent request for the fiimishing of a sample of the deposited 
biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or non-replicable. 

Amendment of the specification to recite the complete name and address of the 
depository is required. As an additional means for completing the record, applicant may submit a 
copy of the contract with the depository for deposit and maintenance of each deposit. 

If deposits are made after the effective filing date of the application for patent in the 
United States, a verified statement is required from a person in a position to corroborate that the 
cell lines described in the specification as filed are the same as those deposited in the depository, 
stating that the deposited material is identical to the biological material described in the 
specification and was in the applicant's possession at the time the application was filed. 
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Applicant's attention is directed to TnreLpndak, 773 F.2d. 1216, 227 USPQ 90 (CAFC 
1985) and 37 CFR 1.801-1.809 for further information concerning deposit practice. 

New Matter 

6. Claims 29, 37-39, 43, and 45 -50 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. TfflS IS A NEW MATTER 
REJECTION. 

The claims are drawn to a polypeptide comprising 15 amino acids of SEQ ID NOS: 3, 7, 
or 9. These claims were made in a preliminary amendment after the application was filed, and 
accordingly must be supported by the specification. The specification does not support claims to 
15 amino acid fragments. Applicant is invited to point out where in the specification clahns to 
15 contiguous amino acids are found and supported. 

Claim Rejections - 35 USC § 103 
7. Claims 40, 51 and 54-56 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US Patent No 5,487,985 ('985) in view of Zubay (Biochemistry, page 912, Adison-Wesley 
PubUshing Company Inc. 1984). The claims are drawn to polypeptides encoded by a nucleic acid 
molecule that hybridizes to SEQ ID N0:2 at 68 degrees Celcius in O.IX SSC, O.P/o SDS, and 
polypeptides encoded by at least 20 bases of nucleic acid sequences that hybridize under at 42 
degrees Celcius in 0.2XSSC, 0.1% SDS to SEQ ID N0:2, or the cDNA clones contained in 
NRRL Deposit No. B-21426, ATTC Accession No. 97880, or ATTC Accession No. 97881. 

'985 teaches a 26 base long sequence (SEQ ID NO:10) that would hybridize to the 
claimed sequences at the specified conditions. Given their broadest possible scope, the claims 
are drawn to cases in which even a small amount of the sequence would hybridize. SEQ ID NO: 
10 of '985 would hybridize to the claimed sequence in smaller amounts under the claimed 
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hybridization conditions, but nevertheless would hybridize. Please see the attached sequence 
comparison. The reference differs from the instant invention by not teaching that a polypeptide 
is encoded by the sequence. 

Zubay et al teach that polypeptides are produced by encoded polynucleotide sequences. 

It would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to obtain a polypeptide encoded by at least 20 bases of nucleic acid 
sequences that hybridize under the given conditions, by expressing the DNA sequence defined in 
the '985 patent. One of ordinary skill in the art at the time the invention was made would have 
been motivated to produce the polypeptide encoded by specific nucleic acid sequences within the 
library since it is well known in the art that polypeptide sequences are encoded by nucleic acid 
sequences. From the teachings of the references, it was apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

8. Claims 41, 42, and 52-56 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US Patent No 5,565,340 ('340) in view of Zubay (Biochemistry, page 912, Adison- Wesley 
Publishing Company Inc. 1984). The claims are drawn polypeptides encoded by at least 20 bases 
of nucleic acid sequences that hybridize under at 42 degrees Celcius in 0.2XSSC, 0.1% SDS to 
SEQ ID N0S:6 or 8, or the cDNA clones contained in NRRL Deposit No. B-21426, ATTC 
Accession No. 97880, or ATTC Accession No. 97881, 

'340 teaches a 44 base long sequence (SEQ ID NO: 5) that would hybridize to the claimed 
sequences at the specified conditions. Please see the attached sequence comparison. Given their 
broadest possible scope, the claims are drawn to cases in which even a small amount of the 
sequence would hybridize. SEQ ID NO: 5 of '340 would hybridize to the claimed sequence in 
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smaller amounts under the claimed hybridization conditions, but nevertheless would hybridize. 
The reference differs from the instant invention by not teaching that a polypeptide is encoded by 

the sequence. 

Zubay et al teach that polypeptides are produced by encoded polynucleotide sequences. 

It would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to obtain a polypeptide encoded by at least 20 bases of nucleic acid 
sequences that hybridize under the given conditions, by expressing the DNA sequence defined in 
the '340 patent. One of ordinary skill in the art at the time the invention was made would have 
been motivated to produce the polypeptide encoded by specific nucleic acid sequences within the 
library since it is well known in the art that polypeptide sequences are encoded by nucleic acid 
sequences. From the teachings of the references, it was apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordmary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Claim Objections 

9. Claims 31, 32, and 33 are objected to as depending from a rejected claim. 

Conclusion 

10 NO CLAIM IS ALLOWED. 

1 1 Any inquiry concerning the communication or earlier communications fror^^^^^ examiner 

cS^tiol! via ln.emet-e.mail regarfing Ms application, after *^ *°f »f J' 
U S C oh otherwise require a signature, may be used by the apphcant and should be 

tlllE"'S;Suons will be made of record in the appUcatitm fd. PTO 
employe! l^.tungage in hrteme. communications where Urere exrsts a poss,b.l,.y that 
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sensitive infonnation could be identified or exchanged ""''^ 

filmed exoress waiver of tlie confidentiality requirements under 35 U.S£. 22^Tlus is more 
cSy seS in the Interim Internet Usage PoMcy published in the Offiaal Gazette of the 
PatentandTrademarkonFebruaiy25, 1997,atll950G89. 

ty ta,^ of a general nature or relating to .he staUrs of this ^'P^^H^'^'^'''^ 
should be directed to the Group receptionist whose telephone number >s (703) 308-0196. 




Timothy'A. Worrall, Ph.D. / ^ 



